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earned patent term adjustment. See 37 CFR 1 .704(b). 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-6.8.10 and 15-35 is/are rejected. 
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DETAILED ACTION 

Claims 1-6, 8, 10 and 15-35 are pending in the application. 

Specification 

1 . The disclosure is objected to because of the following informalities: the new 
paragraph that was added at page 7, after line 14 indicates that the definition of the 
variables R 5 and R 6 are as defined in claim 2. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claims 1-6, 8, 10 and 15-35 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for the pharmaceutical compositions of 
the compounds of formula I, does not reasonably provide enablement for the complex 
compositions of formula I as claimed herein. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the invention commensurate in scope with these claims. The 
pharmaceutical compositions of the instant invention where an additional active 
ingredient such as an antidepressant, a muscarinic agonist, a neurotrophic factors, 
an agent that slows or arrests Alzheimer's disease, an amyloid aggregation 
inhibition a secretase inhibitor, a tau kinase inhibitor, a neuronal anitinflammatory 
agent and an estrogen-like therapeutic agent is included in the compositions. The 
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specification does not define the that which is intended in the additional active 
ingredients, i.e. which antidepressants, muscarinic agonists, neurotrophic factors, etc. 

3. Claims 1 5 and 1 6 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter, 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. There are two species, which are not 
described in the specification, i.e. 2-fluoro-N-(4-hydroxy)-10-aza- 

tricyclo[6.3.1 .0 2,7 ]dodeca-2(7),3,5-trien-5-yl)-benzamide and 4,5-bistrifluoromethyl-10- 
aza-tricyclo[6.3.1.0 2,7 ]dodeca-2(7),3,5-triene. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

4. Claims 1,8, 10 and 15-35 are rejected under 35 U.S.C. 112, second paragraph, 
, as being indefinite for failing to particularly point out and distinctly claim the subject 

matter which applicant regards as the invention. The following reasons apply: 

a) A broad range or limitation together with a narrow range or limitation that 
falls within the broad range or limitation (in the same claim) is considered 
indefinite, since the resulting claim does not clearly set forth the metes and 
bounds of the patent protection desired. Note the explanation given by the Board 
of Patent Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031 , 2033 
(Bd. Pat. App. & Inter. 1989), as to where broad language is followed by "such 
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as" aind then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by 
such language is (a) merely exemplary of the remainder of the claim, and 
therefore not required, or (b) a required feature of the claims. Note also, for 
example, the decisions of Ex parte Steigewald, 131 USPQ 74 (Bd. App. 1961); 
Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 USPQ 481 
(Bd. App. 1949). In the present instance, claims 1 (and claims dependent 
thereon) recite the broad recitation "aryl and heteroaryl groups may optionally be 
substituted with one or more substituents", and the claims also recite "preferably 
from zero to two substituents" which is the narrower statement of the 
range/limitation. 

b) Claims 15-35 recite the limitation "and pharmaceutical^ acceptable salts 
thereo" in each of the species claims. There is insufficient antecedent basis for 
this limitation in the claim. 

c) Claim 24 is vague and indefinite in that it is not known what is meant by "a 
pharmaceutical composition wherein the antidepressant is a tricyclic 
antidepressant or a serotonin reuptake inhibiting antidepressant". It is not known 
what antidepressant this refers to in this independent claim. 

d) Claim 25 is vague and indefinite in that it is not known what is meant by "a 
pharmaceutical composition wherein the neurotrophic factor is NGF". It is not 
known what neurotrophic factor this refers to in this independent claim. 
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e) Claim 25 is vague and indefinite in that it fails to end with a period, 
indicating the end of the claim. 

f) Claim 26 is vague and indefinite in that it is not known what is meant by "a 
pharmaceutical composition wherein the agent that slows or arrests 
Alzheimer's disease is a cognition enhancer". It is not known what agent this 
refers to in this independent claim. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

5. Claims 1-6,8,1 0, 1 5-1 9, 22, 24-27 and 30-35 are provisionally rejected under 
the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 1-34 of copending Application No. 10/348,381 . Although the 
conflicting claims are not identical, they are not patentably distinct from each other 
because the compositions and method of use of the compounds of formula I of the 
instant invention are embraced by the compositions and method of use of the 
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compounds of the formula where R 1 is hydrogen or ethanone, and R 2 and/or R 3 are 
methyl, fluoro, trifluoromethyl, nitro, chloro, cyano, hydroxyl, etc. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

6. Claims 1-6, 8, 10, 15-19, 22, 24-28 and 30-35 are provisionally rejected under 
the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 1-18 of copending Application No. 10/348,399. Although the 
conflicting claims are not identical, they are not patentably distinct from each other 
because the compositions and method of use of the compounds of formula I of the 
instant invention are embraced by the compositions and method of use of the 
compounds of the formula where R 1 is hydrogen or ethanone, and R 2 and/or R 3 are 
methyl, fluoro, trifluoromethyl, nitro, chloro, cyano, hydroxyl, etc. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

7. Claims 1,3-6,8,10 and 1 5-26 are provisionally rejected under the judicially 
created doctrine of obviousness-type double patenting as being unpatentable over 
claims 7-10 of copending Application No. 10/075,843. Although the conflicting claims 
are not identical, they are not patentably distinct from each other because the 
compositions and method of use of the compounds of formula I of the instant invention 
are embraced by the compositions and method of use of the compounds of formula (I) 
where R 1 is hydrogen, (CrC 6 )alkyl, unconjugated (C 3 -C 6 )alkenyl, XC(=0)R 13 i benzyl or 
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-CH 2 CH2-0-(Ci-C4)alkyl, and R 2 and R 3 are hydrogen, (C 2 -C 6 )alkenyl, (C 2 -C 6 )alkynyl, 
hydroxyl, nitro, amino, halo, cyano, etc. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

8. Claims 1 , 3, 8, 10 and 24-26 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-3 of U.S. 
Patent No. 6,605,610. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the open claim language of the composition 
claims of U.S. '610, embraces the compositions of the instant invention with the 
additional active ingredients. 

9. Claims 1-6, 8, 10 and 24-35 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 12-14 of U.S. 
Patent No. 6,410,550. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the open claim language of the composition 
claims of U.S. '550, embraces the compositions of the instant invention with the 
additional active ingredients. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brenda Coleman whose telephone number is 571-272- 
0665. The examiner can normally be reached on 9:30-6:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mukund Shah can be reached on 571-272-0674. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Brenda Coleman 

Primary Examiner Art Unit 1624 

May 17, 2004 



